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ABSTRACT 

Objective: This paper describes the design and methods of a cluster randomised controlled 

trial to determine the effectiveness of a community mobilization intervention that is designed 

to reduce the perpetration of violence against women (VAW). 

Methods and analysis: A cluster randomized controlled trial (C-RCT) of 18 clusters is being 

carried out in a peri-urban, semi-formal settlement, north of Johannesburg, South Africa 

between 2016 and 2018. A community mobilization intervention called Sonke CHANGE is 

being implemented over 18 months. It comprises advocacy and group activities to engage 

community members to challenge harmful gender norms and reduce VAW. The intervention 

is hypothesized to improve equitable masculinities, reduce alcohol use, and ultimately, to 

reduce VAW. Intervention effectiveness will be determined through an audio computer-

assisted questionnaire with self-reported behavioural measures at baseline, 12 months and 24 

months. The primary trial outcome is men’s use of physical and / or sexual violence against 

women. Secondary outcomes include harmful alcohol use, gender attitudes and sexual 

behaviours. The main analysis will be intention-to-treat based on the randomization of 

clusters. A qualitative process evaluation is being conducted alongside the C-RCT. 

Implementers and men participating in the intervention will be interviewed longitudinally 

over the period of intervention implementation.  

Ethics and dissemination: Ethical approval was obtained from the University of the 

Witwatersrand Human Research Ethics Committee. Informed consent procedures comply 

with ethical recommendations of the United Nations Multi-Country Study on Men and 

Violence. Dissemination of the research findings will take place at different stages and in 

different settings.  
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Discussion: The study will contribute to our understanding of what works to prevent violence 

against women. It will also provide insight into the contextual factors that can facilitate and 

impede intervention delivery. Donors and governments are committed to primary prevention 

of VAW and this trial can inform an evidenced-based approach to violence prevention.  

 

Strengths and limitations of this study: 

� The Sonke CHANGE trial will contribute to the limited body of evidence from low- 

and middle-income countries of what works to prevent violence against women and 

girls. 

� Randomisation of clusters occurred after recruitment and baseline data collection 

� Intention to treat analysis will be conducted. 

� The risk of contamination in the C-RCT is high due to the close physical proximity of 

the clusters and the nature of the intervention (community mobilization) 

� Loss to follow up is a potential study limitation
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INTRODUCTION 1 

Violence against women (VAW) is a leading cause of morbidity and mortality among the 2 

35% of women globally who experience it [1 2]. Prevalence of VAW is high in Southern 3 

Africa. Large studies among South African men found that 27.5 – 31.8% report enacting 4 

violence towards partners [3], and 27.6% of men have ever raped [4]. These high rates of 5 

violence against partners and non-partners are consistent with population-based findings from 6 

studies among men in other regions globally [5 6]. 7 

 8 

There is a growing consensus that hegemonic masculinities lead to harmful health behaviors, 9 

including VAW [7]. Research suggests that men who strictly adhere to dominant norms of 10 

masculinity (e.g. toughness, virility, power) are more likely to perpetrate VAW [6 8] 11 

However, the evidence base for precisely how interventions can encourage men to reconstruct 12 

masculinities and whether this would result in a reduction of perpetration of VAW is limited. 13 

Much of the literature focuses on the problems of masculinity [9], and evidence from existing 14 

programs is restricted to a handful of small interventions [10 11]. In South Africa two trials 15 

with primary outcomes that aimed to reduce the incidence of HIV had some promising results 16 

at reducing VAW. The IMAGE trial combined economic intervention with gender training 17 

workshops and reported a reduction in women’s past year VAW by 51% [12]. Stepping 18 

Stones, a series of community-based workshops with women and men, showed a 38% 19 

reduction on men’s perpetration of violence after two years of follow up [10]. 20 

 21 

Sonke Gender Justice (Sonke), a South African nongovernmental organization, has been 22 

running gender transformative, community-based programs since 2006. Sonke CHANGE 23 
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intervention is delivered through a series of group workshops and other reflective activities to 24 

challenge harmful gender norms and educate men about gender-based violence and HIV risks 25 

[13 14]. The theory underpinning the intervention is that through community outreach and 26 

advocacy, harmful values and practices can be transformed toward gender equity and thereby 27 

reduce VAW. Equitable masculine norms manifest through behaviours and attitudes that are 28 

considered to reduce the likelihood of VAW (e.g. equality, respect, intimacy, responsibility) 29 

[15 16]. The Sonke CHANGE intervention posits that masculine norms can be progressively 30 

transformed through community activities that stimulate personal as well as collective 31 

reflection and action.  32 

 33 

This type of gender transformative intervention is under-researched [17], but there is 34 

preliminary qualitative evidence though that such an approach is promising [18 19].  In order 35 

to reach global goals of eliminating VAW [20], it is crucial to understand how multilevel 36 

programming may impact men’s use of violence. The aim of the cluster randomized 37 

controlled trial (C-RCT) is to determine the effectiveness of the Sonke CHANGE 38 

intervention to prevent men’s use of VAW and reduce the severity of perpetration by men 39 

aged 18 to 40 years living in a peri-urban South African settlement over two years of follow-40 

up. 41 

 42 

METHODOLOGY 43 

This trial is funded by the United Kingdom Agency for International Development through 44 

the What Works to Prevent Violence, a global consortium of research managed by the South 45 

African Medical Research Council. What Works had broad input on the scientific and ethical 46 

considerations of study design, and has an advisory role in data collection, management, 47 
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analysis, and interpretation of data. The writing and submission of the report is the decision 48 

of the investigative team. 49 

 50 

The Consolidated Standards of Reporting Trials (CONSORT) and Standard Protocol Items 51 

for Randomized Trials (SPIRIT) guidelines have been followed, and the study protocol 52 

adheres to the Standard Protocol Items: Recommendations for Interventional Trials. The 53 

protocol is registered with ClinicalTrials.gov (NCT02823288) under the name: Multilevel 54 

Intervention for Preventing Men's Use of Violence in Urban South Africa (Sonke 55 

CHANGE Trial). 56 

 57 

Participants, interventions and outcomes 58 

The trial is being conducted in a semi-formal ‘township” located near Johannesburg, South 59 

Africa. The peri-urban settlement took form in the mid-1990s, when the fall of apartheid 60 

‘pass laws’ allowed non-whites to move closer to cities to seek employment. Most residents 61 

live in government-subsidised housing and informal tin shacks. Few exact population 62 

estimates exist, but most assume the ‘township’ is now home to between 250 000 and a half 63 

million people, including high numbers of migrants from other African countries. Many 64 

residents lack access to basic services such as running water, sewage and rubbish removal. 65 

Citizen officials estimate that half the population in the settlement is unemployed [21].  66 

 67 

Recruitment of participants is led by the trial researchers among men who lived in the area 68 

for at least 12 months and were 18-40 years old. Men over the age of 40 years will not be 69 

prevented from participating in community mobilization or any of the Sonke CHANGE 70 

intervention activities but will not be eligible to be recruited for the trial. The study will be 71 
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described as a project about men’s lives and relationships, rather than about violence, to 72 

prevent undue stigma for study participation [22].  73 

 74 

Trial Design 75 

A two-arm C-RCT will be conducted as shown in Figure 1. Due to the informality of 76 

geographic boundaries within the peri-urban settlement, a cluster is defined as a 77 

neighbourhood bordered by a community landmark such as a church, community hall or 78 

communal water source. These landmarks were mapped through transect walks using global 79 

positioning systems coordinates obtained on a Samsung S4 Tablet application Map 80 

Coordinates. The 18 clusters were evenly spaced throughout the community and contained 81 

dwellings falling within a radius of 0.4 kilometers of each community landmark. 82 

 83 

Clusters identified for inclusion in the study are not contiguous and each is bordered by a 84 

natural boundary (such as a stream) or by a sizeable physical distance of at least 400 metres. 85 

While contamination is a concern, spillover effects in this type of C-RCT cannot be perfectly 86 

contained. Any intentional or unintentional contamination will be measured through a series 87 

of items on the questionnaire that determine participant exposure to specific intervention 88 

components. This data will be triangulated with qualitative process evaluation data to provide 89 

a contextualized understanding of contamination/spillover effects.  90 

 91 

Insert Figure 1 about here 92 

 93 

Intervention activities 94 

The Sonke CHANGE Intervention is being implemented over a period of 18 months (April 95 

2016 to November 2017). Sonke Gender Justice will conduct a range of using a multi-level 96 
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approach to stimulate critical reflection among men and promote equitable gender norms and 97 

non-violent masculine attitudes and practices. Intervention activities are comprised of 98 

workshops, mobilization led by Community Action Teams (CATs), and advocacy (see Table 99 

1). 100 

 101 

Table 1. CHANGE Intervention activities 

Activity  Frequency 

Target per site, 

per activity 

1. CHANGE Workshops 

Recruit potential CAT members Ongoing as needed 15 

5 day training  Once off for CATs 15 

Individual commitment to action & report-back 

(community bystander activities)  

Monthly 5 

Refresher training Quarterly 12 

2. CAT Community mobilisation 

Door-to-door campaign 2 x week 60 

Street intervention (banner/poster discussion) 2 x week 10 

CHANGE Workshops – 2 day training 2 x Month 30 

Mini-workshops (1-2 hours) held in local taverns, 

churches, schools 

Weekly 12 

Digital stories film screenings 2 x Month 50 

Mural paintings 2 x Month 80 

Ambush theatre Monthly 50 

Community dialogues Monthly 80 

Debate session (at schools) – community mobiliser Monthly 30 

Most significant change story Monthly (start at 6 

months) 

1 

Stakeholder meeting (CBOs, Community police forums, 

community leaders) 

2 x week 80 

Street soccer – GBV information or debate Quarterly 15 

Open houses to discuss a topic or theme Quarterly 60 

Training CBOs (3 days) Annually 30 

3. Advocacy 

Lobbying TBD TBD 

Marching/protest TBD TBD 

Media advocacy TBD TBD 

 102 

Workshops aim to challenge inequitable and harmful ideas about manhood and encourage 103 

men to take action to promote equality [23 24]. They draw on Freireian popular education 104 

pedagogy and principles and promote reflection and a commitment to action [25 26].  A 105 
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dedicated workshop curriculum has been developed specific to the goals of the Sonke 106 

CHANGE intervention. 107 

 108 

Community Action Teams (CATs) are comprised of men and women who mobilise 109 

community members on a voluntary basis around issues of gender transformation. These 110 

CATs initiate a number of activities such as workshops, ambush theatre (spontaneous theatre 111 

that occurs on the street), door to door educational outreach, and community dialogues. CAT 112 

activities aim to reach a large number of people in each community to achieve “saturation” of 113 

new ideas and social norms.  114 

 115 

Local advocacy is undertaken by CAT members, who aim to hold government and other duty 116 

bearers to account for VAW prevention. CAT members join local community structures such 117 

as community policing forums, school governing bodies, hospital committees, church groups, 118 

and football-clubs and use their presence to advance community education and local 119 

government accountability.  120 

 121 

Workshops address hegemonic masculinities on the personal level; CATs address hegemonic 122 

masculinity norms at a community level; and local advocacy addresses hegemonic 123 

masculinity on the level of governance. Together this multilevel approach intends to 124 

stimulate critical reflection at the individual, social and political levels.  125 

 126 

In the control cluster, communities receive the standard care. This choice of comparator is 127 

deemed ethical since little evidence exists for the efficacy and safety of the intervention being 128 

tested. Any pre-existing interventions or community-based activities will continue. However, 129 

communities in the control arm will not be intentionally exposed to Sonke CHANGE 130 
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intervention activities. One caveat is that local advocacy may necessarily overlap across 131 

cluster boundaries, since it is likely to engage large parts of the peri-urban community. This 132 

scientific limitation will be accounted for during follow-up data collection, which asks 133 

individuals about their exposure to Sonke advocacy. 134 

 135 

Outcome Measures 136 

The long-term goal of the intervention is to reduce men’s use of intimate partner and non-137 

partner violence against women. A number of primary and secondary measures have been 138 

defined a priori. 139 

Primary Outcome Measure: Men’s Reported Violence 140 

Men’s use of violence towards an intimate partner is measured using an adapted version of 141 

the questionnaire from the South African Medical Research Council’s Study on Men’s Health 142 

and Relationships [6 27]. The questionnaire includes items around emotional abuse, 143 

economic abuse, physical violence, and sexual violence. Primary outcomes will be defined as 144 

dichotomous outcomes: any use of physical violence and/or any use of sexual violence. 145 

Sensitivity analysis will be conducted around intensity of violence use, using the likert scale 146 

responses to violence items to create an index of violence intensity [28]. 147 

Secondary Outcome Measures 148 

Harmful alcohol use is measured using the Alcohol Use Disorders Identification Test, a 10-149 

item scale designed to measure alcohol consumption and identify risks for alcohol abuse and 150 

dependence [29].  151 

Gender Attitudes are measured using the Gender Equitable Men’s Scale [30] and the Gender 152 

Norms scale on whether a man perceives that his community holds those beliefs [31]. 153 
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Male Controlling Behaviour is measured using the Pulerwitz Sexual Relationship Power and 154 

Control scale items [32]. This scale has been validated in South Africa [33], and has been 155 

used by members of our team in previous studies [34]. 156 

Parenting is measured by the Parent-Child Conflict Tactics Scale, a series of items about 157 

parental psychological abuse and physical discipline of children [35]. 158 

Transactional sex is measured using the Medical Research Council’s standard measure for 159 

South Africa. This measures transactional sex among casual partners [31]. 160 

 161 

Social cohesion is assessed using a measure from the Stepping Stones questionnaire [36]. 162 

Participant views and participation in violence-related campaigns is assessed using items 163 

from the Gender Links survey [31].  164 

 165 

Covariates 166 

Partnership characteristics include basic demographics about sexual partners and sexual 167 

behaviour from the Stepping Stones questionnaire [36].  168 

Socio-economic status is assessed using items from the United Nations Multi-country Study 169 

around education, marital status, household size, and monthly income. 170 

 171 

Food security is measured using the Household Hunger Scale, a 3-item measure developed by 172 

the USAID-funded Food and Nutrition Technical Assistance (FANTA) project [37].  173 

Drug use is measured using a single question from the United Nations Multi-country Study 174 

around past year use: “How many times have you used drugs in the last 12 months?” 175 

Mental health is measured using multiple scales. Depression will be measured using the CES-176 

D, a brief, validated instrument based on the nine diagnostic criteria for DSM-IV depressive 177 

disorders [38]. The Harvard Trauma Questionnaire (HTQ) is a cross-cultural instrument for 178 

measuring symptoms associated with post-traumatic stress disorder [39].  179 
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 180 

Power estimates 181 

Little data is available to estimate incidence of men’s use of VAW in South Africa. However, 182 

one population-based study that used a representative sample by Gender Links in Gauteng 183 

Province provides a point estimate of past-year use of violence among men. In this Gender 184 

Links study, 12% of men used physical or sexual violence towards a partner in the past 12 185 

months [31]. Thus, based on 12% incidence, we can estimate the study’s power to detect a 186 

4% difference if VAW decreases to 8%. The power calculation is based on 150 participants 187 

per cluster in 18 clusters. A 20% adjustment for potential loss to follow up increases to 180 188 

the total number of men to be recruited in each cluster with a total sample size of 2880. 189 

Figure 2 shows the power calculations for 6, 7 and 8 clusters per arm with a coefficient of 190 

variance ranging between 5% and 50%. Data will be collected at three time points: baseline, 191 

12 month and 24 months. 192 

[Insert Figure 2 about here] 193 

 194 

Assignment of intervention 195 

Randomisation of clusters into the intervention or control arm was undertaken after the 196 

baseline data collection was completed. See Figure 3 for the timing of allocation and 197 

assessments. 198 

[Insert Figure 3 about here]  199 

 200 

All cluster names were printed on equal sized pieces of paper and the randomisation will be 201 

performed at a public event. The event was held with local leadership, trial researchers and 202 

Sonke staff in a public setting to ensure randomisaton is transparent to the community. Each 203 

local leader chose one cluster name from a bag until nine clusters were allocated to the 204 
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intervention arm. Clusters cannot be blinded to their study arm allocation after the initial data 205 

collection, nor can intervention implementers be blinded to arm allocation.  206 

  207 

Participant enrollment 208 

Study enrollment was initiated through a series of community meetings held in each cluster 209 

and door-to-door recruitment of men by trial staff. Men in the 18 clusters were invited to take 210 

part in a written informed consent process and thereafter asked to complete a Locator Form 211 

by a trained field worker. The Locator Form is the primary method of participant retention, 212 

and has information about the participant’s dwelling and phone numbers. Locator Form data 213 

is stored separately from any other participant data to ensure confidentiality.   214 

 215 

Data collection, management and analysis 216 

Data collection occurs in private, confidential locations such as a community hall, or yard 217 

identified in each cluster. Data collection is facilitated by trained interviewers, and conducted 218 

in the language of participant choice (English, isiZulu, and Sepedi). Interviewers will use an 219 

electronic data system called Open Data Kit on 7-inch Samsung tablet computers that operate 220 

on the Android platform. These tablet computers are inexpensive and easy-to-carry, and 221 

allow ease of data collection. Electronic data collection provides a standardized method that 222 

minimizes user bias and improves data quality as it precludes data entry of paper forms. 223 

Security of data can be improved through use of electronic data collection (versus using paper 224 

forms), since data is uploaded to an encrypted server at the end of each day. The server is 225 

housed at the university and has been purpose-built for this study. 226 

 227 

We will use audio-computer assisted data collection (ACASI) since sensitive questions 228 

around violence can be sensitive and it is ethically challenging to handle disclosure [40]. Use 229 

of ACASI prevents complex ethical issues such as professional obligations to report criminal 230 
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activities (such as rape) and better ensures anonymity and confidentiality, which may lead to 231 

more accurate reporting of VAW.  232 

 233 

Community Advisory Board 234 

Prior to starting data collection, the team set up a community advisory board (CAB) 235 

comprising local leadership. The members include non-governmental organisations, local 236 

residents, and ward councilors (local political representatitves). Once sensitised to the trial 237 

and intervention, the CAB introduced the study, the intervention, the ethical considerations of 238 

participating, and the intended outcomes to people in the community. This serves as an 239 

opportunity to set expectations around reporting back findings to the community. 240 

 241 

Data management and statistical analyses 242 

Data from the baseline interviews and follow-up interview data will be abstracted from Open 243 

Data Kit databases built specifically for this study. Procedures to promote data quality will 244 

include range and logical checks built into Open Data Kit and running additional error checks 245 

after data abstraction. 246 

 247 

The main analysis will be intention-to-treat based on the randomization of clusters. The 248 

prevalence and incidence of violence perpetration will be calculated. In addition, we will 249 

analyse trends in intensity of violence perpetration over the 24 months of follow up.  250 

 251 

Since allocation to the intervention or control arms was by cluster, all statistical assessments 252 

of variability will use the cluster as the unit of analysis. Rate ratios of incidence of men’s use 253 

of VAW in intervention/control groups will be calculated as geometric means of the cluster-254 

pair ratios, with 95% confidence intervals (CIs) derived from t intervals of log-transformed 255 
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incidence rates with equal weighting per cluster. Adjusted rate ratios of incidence of VAW 256 

perpetration in the intervention group relative to the control group will be based on a Poisson 257 

multiple regression model of incidence rates, by comparison of observed to expected 258 

incidence in each cluster. Covariates in the model will include community prevalence of 259 

men’s use of VAW at baseline, socio-demographic, partner and attitude variables found to 260 

differ between study groups at enrolment, and variables hypothesised as related to VAW. 261 

These variables will include age, socio-economic status, connectedness to the community, 262 

relationship status, numbers of reported sex partners in the past year, gender attitudes, 263 

experiences of childhood trauma, depression, post-traumatic stress disorder and sex for 264 

payment or gifts.  265 

 266 

Additional analyses will focus on assessing the effects of the intervention on mediating 267 

factors such as harmful alcohol use, partner communication and collective efficacy. Analyses 268 

for mediating variables will either treat scores as continuous measures or categorise them 269 

according to clinical cut-offs. Initial comparisons will be based on group-specific descriptive 270 

summaries of observed outcomes and tests comparing outcomes between groups these could 271 

include ttests (for parametric) or Wilcoxon Mann-Whitney/Wilcoxon Signed Rank tests (for 272 

nonparametric) data and chi-squared for categorical data. We will also use multivariable 273 

models regression methods to compare outcomes between groups while controlling for 274 

baseline characteristics.  275 

Analyses for outcomes will proceed similarly, with appropriate choices of model for outcome 276 

type. For example, we will use logistic regression models for between-group (baseline and 277 

follow up) comparisons of perpetration of violence over the previous 12 months. We will also 278 

make preliminary assessments of degree of mediation in models for primary outcomes via 279 

inclusion of mediating factors, with assessment of direct and indirect intervention effects of 280 

key mediating variables [41].  281 
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 282 

Process Evaluation 283 

A process evaluation will employ a research design that is qualitative and longitudinal over 284 

the period of the trial implementation, 2016-2018. It is therefore designed to collect data that 285 

enables rich description and captures the subjective experiences of people involved in the 286 

Sonke CHANGE intervention at all levels as the intervention unfolds over time.  287 

 288 

Data collection 289 

A range of data collection techniques will be used for the process evaluation: 290 

Semi-structured interviews will be used to collect data from a range of different actors 291 

connected to the Sonke CHANGE intervention, including stakeholders (Sonke managers [n = 292 

5], investigators [n=3], and community leaders [n=5]); intervention implementers (mobilisers 293 

[n=5], CAT members [n=5], and fieldworkers [n=5]); and research participants [n=10]. In 294 

total, 38 participants will be interviewed using a semi-structured topic guide. Participants will 295 

be asked questions regarding the intervention implementation, contextual factors that may 296 

shape primary and secondary outcomes, and experiences in the intervention.  297 

Maximum variation sampling will be used in order to ensure a wide range of perspectives are 298 

represented among stakeholders, implementers and participants [42]. This will enable the 299 

collection of data that provides insights from different perspectives and enable analysis of 300 

common themes and divergent opinions across groups of actors.  301 

Over the course of the Sonke CHANGE intervention each of the 38 interviewees will be 302 

interviewed on multiple occasions: stakeholders twice and implementers and participants on 303 

three occasions. In total 101 interviews will be conducted. The collection of longitudinal 304 
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interview data will enable analysis of shifts in perspectives and insights into how 305 

transformation might occur through participation in the intervention. 306 

Participant-observation will be conducted in order to collect data from the intervention 307 

activities that take place. Participant-observation data will be collected in a semi-structured 308 

manner by a dedicated process evaluation researcher. This researcher will purposively attend 309 

at least one of each type of intervention activity. Participant-observation will ensure 310 

unanticipated developments in the Sonke CHANGE intervention are captured (e.g. an 311 

unplanned intervention activity). Participant-observation data will provide insight into the 312 

contextual factors that impede and facilitate the implementation of the Sonke CHANGE trial.  313 

 314 

Data analysis 315 

Analysis of process evaluation data will be iterative and will be managed using qualitative 316 

software. Content analysis will be used to describe the processes of participant behavior 317 

change over time in order to determine what kinds of changes occur in men participating in 318 

intervention activities.  A secondary focus will be placed on analysing theoretical themes that 319 

are identified across, and between, the qualitative data set in order to explore how and why 320 

identified changes in perceptions, beliefs or behaviour occur. A final focus will be placed on 321 

interpreting findings in order to explain the nature and meaning of changes in perception, 322 

belief or behaviour as well as to further theory development and determine the transferability 323 

of the study’s findings to other contexts.  324 

 325 

Ethics and dissemination 326 

Page 17 of 33

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42

43

44

45

46

47

48

49

50

51

52

53

54

55

56

57

58

59

60



For peer review
 only

18 

 

Ethical approval was obtained from the University of the Witwatersrand Human Research 327 

Ethics Committee. Changes to the protocol are submitted to this body, and the funder is made 328 

aware of relevant amendment approvals after they are obtained. 329 

 330 

Researchers received intensive training on VAW, the study protocol, collecting sensitive 331 

information, and ensuring data quality and participant confidentiality. Informed consent 332 

procedures comply with ethical recommendations of the University of Witwatersrand and of 333 

the United Nations Multi-Country Study on Men and Violence [40]. Prospective participants 334 

will be informed that they do not have to participate in the trial unless they are happy with the 335 

trial procedures and understand what the trial is about. All participants will be told that 336 

participation is voluntary, that they may withdraw at any stage, skip any question in the 337 

research and that there are no adverse effects should they decide not to participate. For the 338 

success of the project we require all research participants to agree in principle to multiple 339 

interviews (i.e. baseline, 12months and 24 months) - although they may change their mind.  340 

 341 

The participant information leaflets and consent forms are written in simple English, however 342 

to enhance understanding, the explanation and discussion may be in isiZulu, Sepedi, Tsonga, 343 

or English depending on the participant’s language preference. A researcher will be present 344 

throughout the informed consent process and will clarify any questions the participants are 345 

not clear about.  Once they are fully informed about the study, they will be asked to sign 346 

informed consent for the interview. Participants also will be asked for written informed 347 

consent to have their interview digitally recorded. Anonymity is important because of the 348 

sensitive nature of some of the questions. All questionnaires will be identified by study 349 

identification numbers that are directly assigned by the electronic data system. 350 

 351 
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Adverse Reporting 352 

In social and behavioral trials, it is important for researchers to ‘go beyond’ typical medical 353 

reporting (which includes only physical health outcomes like hospitalization or mortality) and 354 

report on social harms. We will take the most conservative approach to reporting and include 355 

all potential social harms within our definition of adverse events, as noted in italics. Adverse 356 

Events (AEs) are any untoward medical or social occurrence that may present during 357 

intervention but which does not necessarily have a causal relationship with this project. AEs 358 

include risks to participant or fieldworker safety and any breach of confidentiality. Serious 359 

Adverse Events are any untoward medical or social occurrence that results in death or 360 

significant disability or incapacity (including incarceration). SAEs may also include civil 361 

unrest or natural disaster in a study site that has the potential to put at serious risk the 362 

interviewers, participants or data quality. All reporting will follow protocol established by the 363 

University of Witwatersrand Ethics Committee. 364 

 365 

Data Monitoring 366 

A data monitoring committee was not established for this trial since the intervention is 367 

implemented at the community level, limiting the ability of an outside body to determine a 368 

statistical or ethical rationale for stopping rules. The Community Advisory Board does serve 369 

as a local accountability mechanism for data at baseline and endline. 370 

 371 

Dissemination 372 

The final trial dataset will be made accessible to trial investigators for a period of five years. 373 

During this time, scholarly dissemination will take place through peer-reviewed journals and 374 

community dissemination will occur through a series of workshops with key community 375 
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stakeholders and members of the network of nongovernmental organisations working in the 376 

area to address VAW and children.. After five years, the trial dataset will be made available 377 

to other researchers through an online portal managed by the What Works program. 378 

 379 

DISCUSSION 380 

There are many well-documented efforts to reduce violence against women from 381 

industrialised countries in North America and Europe [43 44], with limited evidence from 382 

low and middle-income country settings. Many of the evaluated interventions have focused 383 

on the response to VAW rather than on primary prevention. Interventions that address the 384 

response to VAW have shown impact on physical and mental health outcomes for women but 385 

there is limited evidence that these interventions reduce violence.    386 

There are limitations inherent to the design of the C-RCT. The risk of contamination is high 387 

due to the close physical proximity of the clusters and the nature of the intervention, which 388 

includes community mobilization and advocacy elements. In addition, our formative research 389 

has revealed that men’s movement within the ‘township’ is fairly common, which means that 390 

over the two years of follow up men may move from an intervention to a control cluster or 391 

vice versa. Our analysis will be based on intention to treat to address the movement of men 392 

across clusters. We recruited participants and then randomized the clusters after baseline data 393 

collection. However, once the intervention activities commence it will no longer be possible 394 

to blind participants or implementers to which arm of the cluster they have been randomized. 395 

As with all longitudinal studies, loss to follow up is a potential study limitation. Efforts will 396 

be made to collect different types of contact information of participants as well as up to four 397 

close friends or family members. 398 

 399 
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The Sonke CHANGE trial will contribute to the limited body of evidence from low- and 400 

middle-income countries of what works to prevent violence against women and girls. It will 401 

contribute to a growing set of studies that have explored whether gender transformative 402 

approaches work to reduce VAW. The trial together with the process evaluation will provide 403 

insight on whether the hypothesized pathways to change are relevant and appropriate. 404 

Moreover, we will gain insight into how change happens, if at all. Identifying and measuring 405 

interventions for addressing men’s use of violence against women is essential if we are to 406 

ensure the health and wellbeing of women, children, and men themselves. 407 
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SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents* 

Section/item Item 

No 

Description Addressed on page 

number 

Administrative information  

Title 1 Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym ___1__________ 

Trial registration 2a Trial identifier and registry name. If not yet registered, name of intended registry ____1_________ 

2b All items from the World Health Organization Trial Registration Data Set ____1-13_______ 

Protocol version 3 Date and version identifier _____1________ 

Funding 4 Sources and types of financial, material, and other support _____1________ 

Roles and 

responsibilities 

5a Names, affiliations, and roles of protocol contributors ____1_________ 

5b Name and contact information for the trial sponsor ____1_________ 

 5c Role of study sponsor and funders, if any, in study design; collection, management, analysis, and interpretation of data; 

writing of the report; and the decision to submit the report for publication, including whether they will have ultimate 

authority over any of these activities 

 

____6________ 

 5d Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint adjudication 

committee, data management team, and other individuals or groups overseeing the trial, if applicable (see Item 21a for 

data monitoring committee) 

 

 

 

____n/a________ 

Introduction    
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Background and 

rationale 

6a Description of research question and justification for undertaking the trial, including summary of relevant studies 

(published and unpublished) examining benefits and harms for each intervention 

___4-5________ 

 6b Explanation for choice of comparators ___10________ 

Objectives 7 Specific objectives or hypotheses ___6_________ 

Trial design 8 Description of trial design including type of trial (eg, parallel group, crossover, factorial, single group), allocation 

ratio, and framework (eg, superiority, equivalence, noninferiority, exploratory) 

 

___7-8_______ 

Methods: Participants, interventions, and outcomes  

Study setting 9 Description of study settings (eg, community clinic, academic hospital) and list of countries where data will be 

collected. Reference to where list of study sites can be obtained 

_____6________ 

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study centres and individuals who 

will perform the interventions (eg, surgeons, psychotherapists) 

_____6________ 

Interventions 11a Interventions for each group with sufficient detail to allow replication, including how and when they will be 

administered 

_____9-11______ 

11b Criteria for discontinuing or modifying allocated interventions for a given trial participant (eg, drug dose change in 

response to harms, participant request, or improving/worsening disease) 

____n/a_______ 

11c Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence (eg, drug 

tablet return, laboratory tests) 

____n/a_______ 

11d Relevant concomitant care and interventions that are permitted or prohibited during the trial ___n/a_______ 

Outcomes 12 Primary, secondary, and other outcomes, including the specific measurement variable (eg, systolic blood pressure), 

analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg, median, proportion), 

and time point for each outcome. Explanation of the clinical relevance of chosen efficacy and harm outcomes is 

strongly recommended 

 

___11-13______ 

Participant timeline 13 Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for 

participants. A schematic diagram is highly recommended (see Figure) 

___9. Fig 3____ 

Sample size 14 Estimated number of participants needed to achieve study objectives and how it was determined, including clinical and 

statistical assumptions supporting any sample size calculations 

____13_________ 
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Recruitment 15 Strategies for achieving adequate participant enrolment to reach target sample size _____7________ 

Methods: Assignment of interventions (for controlled trials)  

Allocation:    

Sequence generation 16a Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any factors for 

stratification. To reduce predictability of a random sequence, details of any planned restriction (eg, blocking) should 

be provided in a separate document that is unavailable to those who enrol participants or assign interventions 

____14_________ 

Allocation 

concealment 

mechanism 

16b Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered, opaque, sealed 

envelopes), describing any steps to conceal the sequence until interventions are assigned 

___14________ 

Implementation 16c Who will generate the allocation sequence, who will enrol participants, and who will assign participants to 

interventions 

____14_______ 

Blinding (masking) 17a Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome assessors, data 

analysts), and how 

____14_______ 

 17b If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s allocated 

intervention during the trial 

____n/a_______ 

Methods: Data collection, management, and analysis  

Data collection 

methods 

18a Plans for assessment and collection of outcome, baseline, and other trial data, including any related processes to 

promote data quality (eg, duplicate measurements, training of assessors) and a description of study instruments (eg, 

questionnaires, laboratory tests) along with their reliability and validity, if known. Reference to where data collection 

forms can be found, if not in the protocol 

____15_________ 

 18b Plans to promote participant retention and complete follow-up, including list of any outcome data to be collected for 

participants who discontinue or deviate from intervention protocols 

____14-15______ 

Data management 19 Plans for data entry, coding, security, and storage, including any related processes to promote data quality (eg, double 

data entry; range checks for data values). Reference to where details of data management procedures can be found, if 

not in the protocol 

____16________ 
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Statistical methods 20a Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the statistical 

analysis plan can be found, if not in the protocol 

___16-17______ 

 20b Methods for any additional analyses (eg, subgroup and adjusted analyses) ___17_________ 

 20c Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any statistical 

methods to handle missing data (eg, multiple imputation) 

 

____16_______ 

Methods: Monitoring  

Data monitoring 21a Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of whether 

it is independent from the sponsor and competing interests; and reference to where further details about its charter can 

be found, if not in the protocol. Alternatively, an explanation of why a DMC is not needed 

____22_______ 

 21b Description of any interim analyses and stopping guidelines, including who will have access to these interim results 

and make the final decision to terminate the trial 

____n/a______ 

Harms 22 Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse events and other 

unintended effects of trial interventions or trial conduct 

___21-22_____ 

Auditing 23 Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent from 

investigators and the sponsor 

____n/a______ 

Ethics and dissemination  

Research ethics 

approval 

24 Plans for seeking research ethics committee/institutional review board (REC/IRB) approval ______19_____ 

Protocol amendments 25 Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes, analyses) to 

relevant parties (eg, investigators, REC/IRBs, trial participants, trial registries, journals, regulators) 

____20_______ 

Consent or assent 26a Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and how (see 

Item 32) 

____19_________ 

 26b Additional consent provisions for collection and use of participant data and biological specimens in ancillary studies, if 

applicable 

____20______ 

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and maintained in order 

to protect confidentiality before, during, and after the trial 

____15_______ 

Page 36 of 37

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42

43

44

45

46

47

48



For peer review only

 5

Declaration of 

interests 

28 Financial and other competing interests for principal investigators for the overall trial and each study site ____25_______ 

Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that limit such 

access for investigators 

____23_______ 

Ancillary and post-

trial care 

30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial 

participation 

____n/a______ 

Dissemination policy 31a Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals, the public, 

and other relevant groups (eg, via publication, reporting in results databases, or other data sharing arrangements), 

including any publication restrictions 

____23_______ 

 31b Authorship eligibility guidelines and any intended use of professional writers ____25_______ 

 31c Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code ____23_______ 

Appendices    

Informed consent 

materials 

32 Model consent form and other related documentation given to participants and authorised surrogates __Supplementary 

__materials 

Biological specimens 33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular analysis in the 

current trial and for future use in ancillary studies, if applicable 

____n/a______ 

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items. Amendments 

to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons “Attribution-NonCommercial-

NoDerivs 3.0 Unported” license. 
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